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Amendments to the Claims: 

This listing of claims will replace all prior versions, and listings, of claims in the application: 

Listing of Claims: 

Claims 1-90 (cancelled) 

91. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) mixing an edible water-soluble polymer component, water and an active 
component comprisin g drug particles to form an edible matrix with a eompositionally uniform 
distribution of said components; 

(b) deaerating said matrix by mixing; 

(c) forming a wet film from said deaerated matrix by coating or casting the film ; 

(d) providing a surface having top and bottom sides; 

(e) feeding said film onto said top side of said surface; and 

(f) drying said film within about 10 minutes or fewer, 
wher ein said dry in g step further comp rises: 

(i) rapidly forming a visco-elastic film having said drag particles uniformly 
distributed throu ghout within a bout the first 4.0 minutes by applying hot air currents at 
temperatures of about 60°C to about 1 00°C to said bottom side of said surface with 
substantially no top air flow to prevent flow migration and intermolecular forces from 
creating aggregates or conglomerates of said drug particles thereby maintaining the 
compositional uniform distribution of components; and 

(g) (ii) further drying said visco-elastic film to form a self-supporting edible film 
having drag particles uniformly distributed throughout . 



92. (cancelled) 
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93. (previously presented) The process according to claim 91 , wherein said active component is 
taste masked. 

94. (previously presented) The process according to claim 91, wherein said wet film has a 
thickness of at least about 30um, 

95. (previously presented) The process according to claim 93 , wherein said wet film has a 
thickness of at least about 500pm. 

96. (previously presented) The process according to claim 91 , wherein said wet film has a 
viscosity of about 400 cps to about 100,000 cps. 

97. (previously presented) The process according to claim 91, further comprising the step of 
removing said self-supporting film from said surface. 

98. (previously presented) The process according to claim 97, further comprising the step of 
dividing said self-supporting film into individual dosage forms of substantially equal dimensions. 

99. (previously presented) The process according to claim 98, farther comprising the step of 
packaging each of said individual dosage forms. 

100. (previously presented) The process according to claim 91, wherein said self-supporting film 
is formed in conjunction with a removable backing. 

103. (currently amended) A process for making a self-supporting, edible film dosage unit having 
a substantially uniform distribution of components comprising: 

(a) providing a wet matrix having a uniform distribution of edible components, said 
components comprising a water-soluble polymer component, an active component com prising 
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drug particles and water to form an edible matrix with a compositionally uniform distribution of 
said components; 

(b) deaerating said matrix by mixing to prevent cavitation of the matrix in a manner 
which pulls air into the matrix; 

(c) forming a wet film from said deaerated wet matrix by coating or casting the film ; 

(d) dryin g said film within about 1 0 minutes or fewer, 
wherein said drying step further comprises: 

(i) rapidly forming a visco-elastic film havin g said drug p articles uniformly distributed 
throughout within about the first 4.0 minutes by applying hot air currents at temperatures of 
about 60°C to about 1 00°C to said film to prevent flow migration and intermolecular forces from 
creating aggregates or conglomerates of said drug particles thereby maintaining the 
compositional uniform distribution of components; and 

(e) rii) further drying said visco-elastic film to form a self-supporting edible film 
having drug particles uniformly distribute d thr oughout; and 

fft(e) dividing said self-supporting film into dosage forms of substantially equal 
dimensions, wherein each of said dosage forms is compositionally equal. 

102. (previously presented) The process according to claim 101, wherein each of said dosage 
forms has substantially the same mass. 

103. (previously presented) The process according to claim 101, wherein each of said dosage 
forms has substantially the same thickness. 

104. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) providing a wet matrix having a uniform distribution of edible components, said 
components comprising a water-soluble polymer component, an active component s€*eeted--fr©fR 
the-gTeuj»-een^i- s#ng--of-pharn'iae- e u - ticai a e4 i¥es T -ee$meikr^i¥<3s-a^--6e^ t her eof 
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I particles and water to form an edible matrix with a compositionaily uniform 
distribution of said components; 

(b) deaerating said matrix by mixing to prevent cavitation of the matrix, thereby 
reducing formation of air bubbles; 

(c) forming a wet film from said deaerated wet matrix by coating or cas ting the film , 
said film having a top surface, a bottom surface and a depth between said top and bottom 
surfaces; and 

(d) drying said film within about 10 minutes or fewer, 
wherein said drying ste p further comprises: 

(i) rapidly forming a visco-elastic film having said drug particles uniformly distributed 
throughout within about the first 4.0 minutes by applying hot air currents at temperatures of 
about 60°C to about 100°C to said film to prevent flow migration and intermolecular forces from 
creating aggregates or conglome \A Ji i t - namtaining the 

compositional uniform distribution of components; and 

(e) (ii) further drying said visco-elastic film to form a self-supporting edible film 
havin g dr ug particles uniformly distributed throughout , said dried film having a uniform 
distribution of said polymer and said solvent components, a uniform weight and a uniform 
thickness. 

105. (cancelled) 

106. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) providing a wet matrix having a uniform distribution of edible components, said 
components comprising a water-soluble polymer component, an active component comprising 
drug particles and water to form an edible matrix with a compositionaily uniform distribution of 
said components; 

(b) deaerating said matrix by mixing; 
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(c) forming a wet film from said deaerated wet matrix within a time period before the 
active degrades by coat ing or casting the film, said film having a top surface, a bottom surface 
and a depth between said top and bottom surfaces; and 

(d) drying said film within about 10 minu tes or fewer, 
wherein said drying step further comprises: 

(i) rapidly forming a visco-elastic film having said_drag particles uniformly distributed 
f roughou! \\ hh jn about the first 4.0 minutes by applying hot air currents at temperatures of 
about 60°C to about 1 0Q°C to said film to initiate drying of the depth of said film prior to 
forming a polymer skin on said top surface of said film and to prevent flow migration and 
intermolecular forces from creating aggregates or conglomerates of said drug particles thereby 
maintaining the compositional uniform distribution of components; and 

fe) (ii) further drying said visco-elastic film to form a self-supporting edible film 
having drug particl e s uniformly distributed throughout , said dried film having a uniform 
distribution of said polymer and said solvent components, a uniform weight and a uniform 
thickness. 

107. (cancelled) 

108. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) providing a wet matrix having a uniform distribution of edible components, said 
components comprising a water-soluble polymer component, an active component comprising 
drug particles and water to form an edible matrix with a compositionally uniform distribution of 
said components; 

(b) deaerating said matrix by mixing to reduce format; on of air hubbies; 

(c) forming a wet edible film from said deaerated wet matrix by coating or casting the 
film , said film having a top surface and a bottom surface; and 

(d) drying said film within about 10 minutes or fewer, 
v. \ • i gin said dryin g step further com prises: 
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(i) rapidly forming a visco-elastic film havin g said drag parti cl es imi form! v di stributed 
throughout within about the first 4.0 minutes by applying hot air currents at temperatures of 
about 60°C to about 100°C to said film, wherein said air currents are applied to said bottom 
surface of said film at a velocity greater than to said top surface of said film to prevent flow 
migration and intermolecular forces from creating aggregates or conglomerates of said drug 
particles thereby maintaining the compositional uniform distribution of components; and 

(e) (ii) further drying said visco-elastic film to form a self-supporting edible film 
havin g drug particles uniformly distributed throughout . 

109. (previously presented) The process according to claim 108, wherein said air currents 
applied to said top surface of said film are less than that which cause surface rippling or skinning 
prior to drying of the depth of said film. 

1 10. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) providing a wet matrix having a uniform distribution of edible components, said 
components comprising a water-soluble polymer component, a pharmaceutical active component 
comprisin g drug particles and water to form an edible matrix with a compositionally uniform 
distribution of said components; 

(b) deaerating said matrix by mixing; 

(c) forming a wet edible film from said deaerated wet matrix by coating or casting the 
film, said film having a top surface, a bottom surface and a depth of at least about 500um 
between said top and bottom surfaces; and 

(d) drying s aid film within about 10 min utes or fewer, 
wherein said drying step further comprises: 

(i) rapidly forming a visco-elastic film having said drug particles uniformly distributed 
throughout with in i ' ■■ : 1 fir st 4.0 m inutes by applying hot air currents at temperatures of 
about 60°C to about 1 00°C to said film, wherein said air currents are less than that which cause 
surface rippling or skinning prior to drying of the depth of said film, to prevent flow migration 
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and intermolecular forces from creating aggregates or conglomerates o f said dru g particles 
thereby maintaining the compositional uniform distribution of components; and 

(e) (ID further drying said visco-elastic film to form a self-supporting edible film 
having drag particles uniformly distributed throughout . 

111. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) providing a wet matrix having a uniform distribution of edible components, said 
components comprising a water-soluble polymer component, an active component comprising 
drug particles and water to form an edible matrix with a compositionally uniform distribution of 
said components; 

(b) deaerating said matrix by mixing; 

(c) forming a wet edible film from said deaerated wet matrix by coating or casting the 
film , said film having a top surface, a bottom surface and a depth between said top and bottom 
surfaces; and 

(d) drying said film within about 10 minutes or fewer, 
wherein said drying step further comprises: 

(i) rapidly forming a visco-elastic film having sa id drug particles uniforml y distributed 
throughout within about the first 4.0 minutes by applying hot air currents at temperatures of 
about 60°C to about 100°C to said film to prevent flow migration and intermolecular forces from 
creating aggregates or conglomerates of said drug particles thereby maintaining the 
compositional uniform distribution of components; and 

(©) (ii) further drying said \ isco-elastic film, wherein said dried film is self- 
supporting and has drug particles uniformly distributed throughout and said top surface of said 
dried film is non-rippled. 



1 12. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 
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(a) combining and mixing an edible water-soluble polymer component, an active 
component comprising drug particies and water to form an edible matrix with a compositionally 
uniform distribution of said components; 

(b) deaerating said matrix by mixing to reduce air bubble inclusions and applying a 
vacuum; 

(c) forming an edible film from said deaerated matrix by coating or casting the film , 
said film having a top surface and a bottom surface; and 

(d) drying said film within about 10 minutes or fewer, 
wherein said drying s tep further comprises: 

(i) drying said film from said bottom surface to said top surface by applying hot air 
currents at temperatures of about 60°C to about 1 0Q°C to said bottom surface of said film until a 
visco-elastic film having said drug p \ ti ( k r s i >rml> di stributed throughout is achieved within 
about the first 4.0 minutes ; and 

(e) (nj further drying said visco-elastic film to form a self-supporting edible film 
having drug particles uniformly distributed throughout . 

113. (cancelled) 

1 14. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) providing a wet matrix having a uniform distribution of edible components, said 
components comprising a water-soluble polymer component, an active component comprising 
drug particles and water to form an edible matrix with a compositionally uniform distribution of 
components; 

(b) deaerating said matrix by mixing; 

(c) forming a wet edible film from said deaerated wet matrix by coating or casting the 
film , said film having a top surface, a bottom surface and a depth between said top and bottom 
surfaces; and 

(d) drying said film within about 10 minutes or fewer, 
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wherein sai( step further comprises: 

(i) rapidly forming a visco-elastic film having said drug particles uniformly distributed 
throughout within about t he first 4.0 minutes by applying hot air currents at temperatures of 
about 60°C to about 1Q0°C to said film, wherein said air currents are insufficient to cause one or 
more of the following: 

(i) surface skinning prior to drying the depth of said film; 

(ii) surface rippling; 

(iii) self-aggregation of components; 

(iv) non-uniformity in the thickness of said film; and 

(v) non-uniformity of mass per unit volume; and 

fe) (ii) further drying said visco-elastic film to form a self-supporting edible film having drug 
particles uniformly distri buted throughout . 



1 15. (cancelled) 



1 16. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) combining and mixing an edible water-soluble polymer component, an edible 
active component compri si ng drug particles and water to form an edible matrix with a 
compositionally uniform distribution of components; 

(b) adding an anti-foaming agent to release oxygen from said mixture of components; 

(c) further deaerating said matrix by mixing; 

(d) forming a wet edible film from said deaerated matrix by coating or casting the 

film : 

(e) providing a surface having top and bottom sides; 

(f) feeding said wet film onto said top side of said surface; and 

(g) drying sai d film wi thin ab out 1 0 r.n oi ;ev,ei 
\\ hej e: n - aid drying step further comprises: 
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(i) rapidly forming a visco-elastic film having said drug particles uniformly distributed 
::;r:'ud.' u hiar. abi;.:! the st_ 4.0 rnnuites h\ directing hot an currents at ienmeratuiys of 
about 60°C to about IQ0°C at said bottom side of said surface to prevent air flow migration and 
intermoiecular forces from creating aggregates or conglomerates o f said drug pa rticles thereby 
maintaining the compositional uniform distribution of components; and 

ik) (n) further drying said visco-elastic film to form a self-supporting edible film 
havin i t drug; > i lies uni u ■v r ! \}x distrih i :U'J t':r^ag i ■ ■ 

1 17. (currently amended) A process for making a self-supporting, edible film having a 
substantially uniform distribution of components comprising: 

(a) forming a masterbatch prernix of an edible water-soluble polymer component and 

water; 

(b) deaeratmg said prernix by mixing; 

(c) feeding a predetermined amount of said deaerated prernix via a first metering 
pump and a control valve to at least one of a first mixer and a second mixer ; 

(d) adding an active component comp rising drug particles that degrad e with 
prolonged exposure to water to said at least one of said first and second mixers; 

(e) mixing said active component and said predetermined amount of said prernix to 
form a matrix having a uniform distribution of components; 

( 0 feeding .uy^nvyri: o:\vu<: i:-;at::\ to .. g:i:i t:;:vi::y ,r leas; one .second jnetering 

pump; 

(g) forming a wet film from said matrix within a time period before the active 
degrades by coating or casting the film with one or more rollers ; 
(g4{hj providing a surface having top and bottom sides; 
{h)iil feeding said film onto said top side of said surface; 
(i)£j} drying said film within about 10 minutes or fewer, 
wherein said drying ste p further c o mprises: 

(0 rapidly forming a visco-elastic film having said drug particles uniformly distributed 
throughout within about the first 4.0 minutes by applying hot air currents at temperatures of 
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about 60°C to about 10Q o C to said bottom side of said surface with substantially no top air flow 
to prevent air flow migration and intermolecuSar forces from creating aggregates or 
conglomerates of said drug particles thereby maintaining the compositional uniform distribution 
of components; and 

{+) further drying said visco-elastic film to form a self-supporting edible film 

having drug par ticles uniformly- distributed_throughout; and 
(k) removing said self-supporting film from said surface. 



118-119. (cancelled) 



